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This transmission is intended only for the use of the Addressee and may contain information 
that is: 1. Subject to attorney/client privilege: 2. Attorney work product: or 3. Confidential- If 
you are not the intended recipient, you are hereby notified that any dissemination, distribution 
or copying of the information contained in this facsimile is strictly unauthorized and prohibited. 
If you have received this facsimile in error, please notify us immediately by collect telephone 
call to the sender named below. Thank you. 

To: UNITED STATES PATENT AND TRADEMARK OFFICE 



Location: ALEXANDRIA, VA 
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No. of Pages: (including this page) 16 



From: Victor Donahue 



Department Name: 


Patent Department 


Charge No.: 


88424 


Tele phone: (21 2) 733-2739 


Date : December 5, 2005 


Time (New York) 
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1 hereby certify rhai this correspondence is being facsimile Transmitted to The United States Patent and Trademark Office 571-273-S300 on 
this 5* b Uay of December, 200S. 

By „ 

(Signature of person mailing) 
(Typed or printed name of person) 



IN THE UNTTED STATES PATENT AND TRADEMARK OFFICE 
TiTFSAPPLlCATiON OF: Farzan Rastinejad, et al. : 

APPLICATION NO.: 09A863.976 : Examiner Cytollle Delacroix Muirheid 

FILING DATE: May 23, 2001 : Group Art Unit 1614 

TITLE: METHODS AND COMPOSITIONS FOR : 

RESTORING CONFORMATIONAL STABILITY 
OF A PROTEIN OF THE p53 FAMILY 



Commissioner for Patents 
P.O, Box 1450 
Alexandria, VA 22313-1450 

Request tor Clarification and Interview 

Per Applicant's telephone message of November 30, 2005, a brief telephonic 
interview is requested in regard of the above-identified application. Although Applicant will 
proceed by way of an RCE submission, the disposition of the claims on the "Office Action 
Summary" of the Official Action mailed September 20, 2005 appears incomplete, or otherwise in 
some way inconsistent with the totality of the rejections that are presently made (or remain of 
record) in view of the objections that are also listed. Applicant would like to clarify this so that the 
RCE is responsive. For convenience, a copy of the Official Action is attached. 

Specifically, it appears from the "Office Action Summary™ sheet that there are several 
claims that are only objected to, and not rejected. The Examiner has also indicated that Claim 43 
is allowable if written in independent form, and Applicant wonders rf this disposition was also 
intended for any of the other claims that appear, on the face of things, only to be objected to. 

Clarification is respectfully requested- Applicant expresses no view as to whether this 
clarification requires the re-ma i ling/re-dating of a corrected Official Action. It would seem that if 
an informal understanding could be had, Applicant would just include a confirmatory recitation of 
the intended official disposition of the claims in the subsequent RCE submission, and which 
recitation the Examiner could later validate as what was intended. 
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- - ■- Patent Application 
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6, Victor Donahue, Esq. 
Attorney for Applicants) 
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UNIftfD STATES DEPARTMENT OF COMMERCE 
Urted Stata PtteBt u<l T>*dcmsrii OSStt 
Mi*m COMMISSIONER FOJL PATEWI5 



FILING 



DATE f 



flltST NAMED INVENTOR 



05G3/20Q1 



Puna Rp^tintjftd 



| ATTORNEY POCKET NO. | CONFIRMATION WO. [ 
PC1D22B& 



181? 



Fai-1 H. Ginsburg 
2(Uh Floor 

23 5 East 42nd Street 

New York, NY 10017-5755 



DELACROIX MUiKHEl, CYB1U* 



ASTUKIT 



PAPER KUMBEB. 



DATE MAH-EI* 0W2Q/2OO5 



Please find below and/or attached an Office comjnunicaiion concerning this application or proceeding. 
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Office Action Summary 



Application No. 

09/883,976 



Examiner 



Cytx'tld Delacrabc-Muirrreid 



Applicants) 
RASTINEJAD etal 



Art Unit 
1614 



Tnro MAILING DATE of this communication appears on the cover sheet with the correspondence address - 

Period for Ripply 

A SHOR-ENED STATUTORY PERIOD FOR REPLY IS SET TO* EXPIRE £ MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- E^r^"Crf^may^avBaaWBuiylw^p<^w»of37CFRi.i38(a). tnnoewem.hcwow^.mayaiei»lybB«fi^ylII*d 

. fe|tu£ to ^pty vS lha set or extended period far re *r wQI, by statute, cause ths appfcatitt to become ABANOWEO t»US-C>§ 133). 
Any reply ecwved by tfte Office later ihan »w*e mwiiha afiarttemaliog data of thte communication* even V Umefy fled, may reduce any 
corned pa^nt lam adjustnent See 37 CFR 1.704(b). 

Status 

1)12 Responsive to communication(s) filed on Pea a 2004: March 21. 2005: 07/05/05 , 
2a)S Th s action is FINAL. 2b)D This action is non-final. 

3) D S'u-ce this application is in condition for allowance except for formal matters, prosecution as to the merits is 

dosed in accordance with the practice under Ex parte Quayte, 1935 CD. 11. 453 CXG- 213. 

Disposition of Claims 

4) E3 ClEum(s) 2£g£ is/are pending In the application. 

4a) Of the above daim(s) 5§ is/are withdrawn from consideration- 

5) Q Clnim(s) „ is/are allowed. 

6) 0 Cl»im(s) 26^2.44.45.47 and 54 ls/are rejected, 

7) 13 Claim(s) 43.46.48-63 and 55 is/are objected to. 

8) D Cliiimfs) are subject to restriction and/or election requirement. 

Application) Papers 

9) d Thw specification is objected to by the Examiner. 

10)Q Thu drawing(s) fifed on is/are; a)Q accepted orb)Q objected to by the Examiier. 

Applicant may not request that any objection to the drawrfng(s) be held in abeyance. See 37 CFR 1 .55(a). 

Ri2 placement drawing sheet(s) inducing the correction is required if the drawing(s) Is objected to. See 37 CFR 1 .121 (d). 
11 )□ Tho oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority urw ar 35 U.S.C. § 1 19 

120 Acltnowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (fj. 
a)Q .QJI b)Q Some * c)Q None of: 

1 -O Certified copies of the priority documents have been received. 

2,Q Certified copies of the priority documents have been received in Application No. 

3 Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* Sei: the attached detailed Office action for a list of the certified copies not received. 



Attachment^ 

1) Q Nolio? «f References Cited (FTO-G92) 

2) Q Notica nf Draftspersorfs Patent Drawing Review (PTO-948) 

3) lnforma1ior> Disclosure Statements) (FTO-144S or PTQ/SB/08) 

Pauer M XsJ/Mail Date , 



4) □ Interview Summary (PTO-413) 

Paper No(syMaiJ Date. _ , 

5) □ Notice of Informal Patent Application (FTO-152) 
0) Q Other. . 



U.S. Pgtem aral rndi ffWK OfflCft 
PTOL-326 (Rov. 7-05) 



Office Action Summary 



Part of Paper NoTMafl Date 091 90S 
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Art Uait: 1614 

Detailed Action 

The following is responsive to applicant's amendment/remarks received Dec. 3, 2004, 

Maxell 21, 2005 and JuL 5, 2005. 

Claims 1-25 are cancelled. No new claims are added. Claims 26-56 are currently pending. 

The previous claim objections set forth in paragraph 1 of the office action mailed June 3, 
2004 are withdrawn in view of applicant's amendments) and remarks contained therein, 

The previous ^™ rejection under 35 TJSC 1 12, first paragraph, set forth in paragraph 2 
of th« office action mailed June 3, 2004 is withdrawn in view of applicant's amendments) and 
remarks contained therein. 

The previous rejections of claims 38, 41 , 42, 43 under 35 USC 1 12, second paragraph, set 
forth in paragraphs 3 and 5-8 of the office action mailed June 3, 2004 are withdrawn in view of 
applicant's amendments) and remarks contained therein. PLEASE NOTE: the rejection of 
claim 28 under 35 USC 1 12, second paragraph (paragraphs 3-4 of the office action mailed June 
3, 2G04) is maintained. Claim 28 continues to recite ''measurement" which has no antecedent 
basis in the claim. 

Applicant's arguments traversing the previous claim rejection under 35 USC 102(e) and 
the previous claim rejection under 35 USC 103(a), set forth in paragraphs 9-10 of the office 
acti<:n mailed June 3, 2004 have been considered but are not found to be persuasive. 

Said rejections are maintained essentially for the reasons given previously in the office 
action mailed June 3, 2004 with the following additional comment 

Applicant argues that in the present invention, applicant has made the pioneering 
discovery that small organic compounds present in doses that are small and safe enough to be 
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administered to liviog.patients can successfully rescue the conformation of p53 protein in order 

to facilitate treatment of cancer* Applicant further argues, 

"The present invention defines methods (see independent Claim 26} which include the 
obvious practical limitation (hat the identified compounds are actually "useful in the 
trwikient of cancer" and can usefully bind to p53 under physiological conditions. 
Compound X (Example 3, page 47) is such a compound. The Welch disclosure is ieadily seen as 
beia;;; not particularly relevant to the discovery of compounds that are useful as drugs, 
particularly those that likely bind to specific sites in the p53 protein. Rather the Welch disclosure 
relates to the well recognized field that proteins can be solubilized or "stabilized" by soaking in 
them in solvents, at iintnense concentrations of solvents and usually via generalized solvation 
effects" 

'The Welch disclosure does not pertain to providing specific compounds useful as safe 
low dose pharmaceuticals, Le. clinically useful sub-mi cromolar quantities. Simply stated; the 
gen ei"alized history of protein solvation experiments has nothing to do with the development 
of us; sful pharmaceuticals, nor can it, in any way, provide motivation for such other 
inventions or even remotely suggest predict thai such useful inventions would be 
remotely possible. Welch fails, as it must, to suggest specific binding effects useful at 
physiological concentrations. It must .be reiterated that the cells in patients' living bodies are 
very different from the cells in the in vitro cultures of Welch." 

Said arguments have been considered but are not found to be persuasive. The examiner 
respectfully submits that applicant's arguments are not commensurate in scope with the claimed 
method. Applicant's claims are directed to a method of identifying organic non-peptide 
com|>ounds useful in the treatment of cancer. They do not require the therapeutic treatment of a 
patieut suffering from cancer. 

Moreover, the phrase at line 2 of claim 26, '"useful in the treatment of cancer" is 
essentially an intended use limitation. In a claim drawn to a process of making, the intended use 
musl result in a manipulative difference as compared to the prior art See In re Casey. 370 F,2d 
575, 152 USPQ 235 (CCPA 1967Y and In re Otto. 312 F.2d 937, 939, 136 USPQ 458, 459 
(CCPA 1963) (The claims were directed to a core member for hair curlers and a process of 
making a core member for hair curlers. Court held that the intended use of hair curling was of no 
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Art Unit: 1614 

sigEM.icance to the structure and process of making.)* In this case, the intended use of treating 
cancer with the identified non-pep tide organic compound is of no significance to the method of 
identifying the organic non-peptide compound- It is for these reasons as well as those submitted 
previously in the office action mailed June 3, 2004 that the refections are maintained 

Claim 43 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 

Ctmctoswn 

Claims 26-42, 4^45, 47, 54 stand needed. 

THIS ACTION IS MADE FINAL* Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MOl'JTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MO]<4THS of the mailing date of this final action and the advisory action is not mailed until after 
the and of the THREE-MONTE shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from die 
exartiner should be directed to Cybille Delacroix-Muirheid whose telephone number is 571- 
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Application/Control Number: 09/863,976 



PageS 



Ait Unit: 1614 

272 -OS72. The examiner can normally be reached on Mon-Thuxs. from 8:30 to 6:00 as well as 
every other Friday from 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low, can be reached on 571-272-0951. The &x phone number for the 
organization where this application or proceeding is assigned is 571-273-8300, 

Information regarding the status of an application may be obtained from the 
Palerit Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR, 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 




Business Center (E£e) at 866-217-9197 (toll-free). 



Sq.\ 19,2005 




PRIMARY EXAMINER 
G*OUP4fi0D/£/L/ 
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